INSTRUCTIONS FOR TRANSFER OF CASE REPORT FORMS (CRF)

AND PHARMACY RECORDS TO THE REGULATORY SUPPORT CENTER (RSC)
The Regulatory Support Center (RSC) is responsible for receiving and repacking CRFs and pharmacy records from DAIDS sponsored clinical trials at DAIDS sponsored sites that close.  These documents will then be transferred to the Washington National Records Center (WNRC) for storage.  The Principal Investigator for the site is responsible for managing the storage of records when the unit closes.  
The instructions outlined below provide specific procedures which will facilitate this process.  Please contact the RSC CRF Coordination Team with any questions or to arrange for the receipt of these documents by the RSC.
Contact Information:
RSC CRF Coordination Team
Email: 
crf@tech-res.com

cc:  protocol@tech-res.com
Phone/Fax: 

Direct:  1-301-897-1706
Main Line:  1-301-564-6400
Fax:  1-301-897-7400
Procedures:
1. Use strong boxes that will not break during shipment.
2. Review the study documents and separate the case report forms (CRF) and pharmacy records from the other documents.

DO NOT SEND THE FOLLOWING DOCUMENTS:

a. Signed informed consents
b. Copies of protocol

c. Site registration records

d. Regulatory documents (examples include IRB approvals for protocols, amendments, and informed consents; official notices from DAIDS, Protocol Team, Site Registration Office, data managers and monitors, and/or pertinent research correspondence)

e. Original research records, clinic notes, and hospital notes
3. Clinical Research Sites that wish to transfer CRFs and pharmacy records to DAIDS RSC for long-term storage should consult with their institution’s legal counsel to determine whether de-identification of these records would be necessary under HIPAA prior to transferring the records to DAIDS RSC.
4. Remove each participant’s CRFs from the notebook binder and place intact in a manila folder or bind them in such a way that the forms do not tear or become dislodged during shipment.
5. Keep the CRFs ordered in numerical order by Patient Identification (PID) for each protocol.

6. Put the protocols in numerical order.

7. Separate the CRF documents from the pharmacy records.  Pack the pharmacy records (not including participant prescriptions) in separate folders or envelopes according to the protocol to which the records belong.
8. Send all CRFs for a protocol in one shipment.  Do not divide them among shipments.  It is acceptable to send several protocols in one shipment.

9. Include the following information in each box:

a. Name and number of the site
b. Name of the current Principal Investigator (PI)
c. Protocol number(s) packed in the box

d. Complete list of PIDs in numerical order by protocol.
e. Date when each study ended at the site (i.e., date when the last CRF for the study was collected).

f. Date range for the documents for each protocol (mm/yyyy to mm/yyyy)

g. Copy of the inventory master list.  We would recommend using an Excel spreadsheet to prepare the master list.  An example spreadsheet, “Inventory of CRF and Pharmacy Records Submitted for Storage”, can be found on the RSC website: http://RSC.tech-res.com/casereportformmanagement.  
10. Email the “INVENTORY OF CRF AND PHARMACY RECORDS SUBMITTED FOR STORAGE” (excel spreadsheet) containing a complete inventory of the documents which are included in the shipment to the RSC CRF Coordination Team at crf@tech-res.com and copy (cc) protocol@tech-res.com.  Retain a copy of the inventory for your files.
11. Email the RSC CRF Coordination Team to obtain authorization to ship the boxes to the RSC.  The RSC will provide the shipping address at the time of notification of intent to ship.  DO NOT SHIP ANY BOXES WITHOUT EMAIL AUTHORIZATION.
12. Arrange the shipments so that the RSC receives the shipment on a workday.

13. Number each box according to the order of packing and indicate the total number of boxes in the shipment.  These numbers should be on the sides of each box and not on the top or the bottom.
14. Label the boxes as follows:

Technical Resources International, Inc.

[Address to be provided at the time of the request for shipment]

Attn: RSC CRF Coordination Team
Box Number 

Total Number of Boxes in the Shipment

15. Notify the RSC CRF Coordination Team of the expected arrival date of the shipment and the number of boxes.

16. The RSC CRF Coordination Team will send an email message to the site when the shipment arrives.
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